
MEDICATED LIP BALM- menthol and eucalyptus  s tick  
Burt's  Bees , Inc.
Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

----------

Medicated Lip Balm (menth & euc)

ACTIVE INGREDIENT
MENTHOL 0.9%

PURPOSE
EXTERNAL ANALGESIC

USES
FOR THE TEMPORARY RELIEF OF PAIN AND ITCHING ASSOCIATED WITH FEVER
BLISTERS AND COLD SORES

WARNINGS
FOR EXTERNAL USE ONLY.

IF CONDITION WORSENS OR IF SYMPTOMS PERSIST FOR MORE THAN 7 DAYS OR CLEAR
UP AND OCCUR AGAIN WITHIN A FEW DAYS, DISCONTINUE USE AND CONSULT A
DOCTOR.

WHEN USING THIS PRODUCT
AVOID CONTACT WITH EYES

KEEP OUT OF REACH OF CHUILDREN
IF SWALLOWED, GET MEDICAL HELP OR CONTACT A POISON CONTROL CENTER RIGHT
AWAY.

DIRECTIONS
ADULTS AND CHILDREN 2 YEARS OF AGE AND OLDER: APPLY TO AFFECTED AREA NOT
MORE THAN 3 TO 4 TIMES DAILY.

CHILDREN UNDER 2 YEARS OF AGE: CONSULT A DOCTOR.

INACTIVE INGREDIENTS
HELIANTHUS ANNUUS (SUNFLOWER) SEED OIL, BEESWAX, CARTHAMUS TINCTORIUS
(SAFFLOWER) SEED OIL, RICINUS COMMUNIS (CASTOR) SEED OIL, EUPHORBIA CERIFERA
WAX, EUCALYPTUS GLOBULUS LEAF OIL, BUTYROSPERMUM PARKII (SHEA) BUTTER,
LANOLIN, CANOLA OIL, COPERNICA CERIFERA WAX, CITRIC ACID, GLYCINE SOJA
(SOYBEAN) OIL, MELALEUCA ALTEMIFOLIA (TEA TREE) LEAF OIL, ROSMARINUS
OFFICINALIS (ROSEMARY) LEAF EXTRACT, TOCOPHEROL, LIMONENE, LINALOOL.



OTHER INFORMATION
STORE AT ROOM TEMPERATURE
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MEDICATED LIP BALM  
menthol and eucalyptus stick

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:26 0 52-0 29

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

MENTHO L (UNII: L7T10 EIP3A) (MENTHOL - UNII:L7T10 EIP3A) MENTHOL 0 .9  g  in 10 0  g

Inactive Ingredients
Ingredient Name Strength

ANHYDRO US CITRIC ACID (UNII: XF417D3PSL)  

SUNFLO WER O IL (UNII: 3W1JG79 5YI)  

WHITE WAX (UNII: 7G1J5DA9 7F)  

EUCALYPTUS O IL (UNII: 2R0 4ONI6 6 2)  

SHEA BUTTER (UNII: K49 155WL9 Y)  

LANO LIN (UNII: 7EV6 5EAW6 H)  

CASTO R O IL (UNII: D5340 Y2I9 G)  

CARNAUBA WAX (UNII: R12CBM0 EIZ)  

TEA TREE O IL (UNII: VIF56 5UC2G)  

CANDELILLA WAX (UNII: WL0 328 HX19 )  

SAFFLO WER O IL (UNII: 6 5UEH26 2IS)  

CANO LA O IL (UNII: 331KBJ17RK)  

SO YBEAN O IL (UNII: 241ATL177A)  

RO SMARINUS O FFICINALIS FLO WERING TO P (UNII: 8 JM48 2TI79 )  

TO CO PHERO L (UNII: R0 ZB2556 P8 )  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:26 0 52-0 29 -0 2 1 in 1 CARTON 0 1/0 4/20 16

1 NDC:26 0 52-0 29 -0 1 4.25 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

2 NDC:26 0 52-0 29 -0 3 2 in 1 CARTON 0 1/0 4/20 16

2 4.25 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

3 NDC:26 0 52-0 29 -0 4 4.25 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 4/20 16

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part348 0 1/0 4/20 16
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